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DETAILED ACTION 

Amendments made March 22, 201 1 have been entered; 

Claims 1-25 remain pending; 
Claims 15-21 have been withdrawn from consideration. 

Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on March 
22, 201 1 has been entered. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-3, 5, 6, 8, 10-14, and 22-25 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kuslys et al (WO 01/22837) in view of Van Hoey-De-Boer et al 
(EP 0904784 A1) and Wilson (US 2003/0060445 A1). 

Kuslys et al (Kuslys) teaches of an infant formula (page 2 lines 1 5-16) comprising 
a source of lipids comprising fish oil (page 6 lines 14-23) which includes the Long Chain 
Polyunsaturated Fatty Acid (LC-PUFA) comprising docosahexaenoic acid (DHA), a 
source of carbohydrates (page 6 lines 6-13), a source of sweet whey protein which is 
modified by the removal of the casino-glyco-macropeptide (CGMP) (page 2 lines 35 and 
36) wherein the protein is at about 1 .8g/100kcal (page 3 lines 5-9), other beneficial 
substances (page 7 lines 28-29), water, and salts which when combined with water 
formed electrolytes, including sodium, calcium, magnesium, chloride, and potassium 
(page 7 lines 1 2-22 and page 8 lines 1 -2). Kuslys teaches that the ratio of whey protein 
to casein is from 60-70% whey to 30-40% casein, thus teaching that the protein 
encompasses 60-70% whey protein (page 3 lines 27-32). Page 9 lines 21-25, Kuslys 
teaches that the whey protein comprises about 33-86% of the total protein (6% whey 
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protein/(6% whey protein +10% non-fat milk solids + 2% alpha lactalbumin rich whey 
protein source); 50% whey protein/(50% whey protein +8% non-fat milk solids + 0% 
alpha lactalbumin rich whey protein source)). As hydrolysis is the process of breaking 
down a molecule and Kuslys teaches that the proteins are not hydrolyzed or treated by 
any other break down process, one of ordinary skill in the art would expect that the non 
hydrolyzed proteins as taught by Kuslys are intact as recited in claim 8. Kuslys teaches 
that in another embodiment, the proteins are hydrolysed. Refer specifically to page 3 
lines 21 -22. 

Kuslys is silent to the formula as containing a probiotic as recited in claim 1 , 
wherein the probiotic is Bifidobaceria as recited in claims 3 and 6, and/or wherein the 
probiotic is Lactobacillus as recited in claims 3 and 6, preferably Lactobacillus paracasei 
rhamnosus GG as recited in claim 5, to the formula as comprising a 
calcium/phosphorus weight ratio ranging between 1 .4 and 3 as recited in claim 1 , and 
an Na/K ratio of around 0.4mmol as recited in claim 14. 

Van Hoey-De-Boer et al (Hoey) teaches that an infant formula with health 
promoting action is formed with probiotics Bifidobacterium including Bifidobacterium 
Longum (B. longum) and a Lactobacillus strain including Lactobacillus rhamnosus GG 
(Lactobacillus paracasei rhamnosus GG) (abstract and paragraphs 0004, 0005, 0014, 
and 001 8). Hoey teaches that the preparation aids in the prevention and treatment of 
disorders of the gastrointestinal tract (paragraph 0001). 

Wilson teaches of a nutritional composition for inclusion in infant formulas 
(abstract and paragraph 001 8). Wilson teaches that infant formulas suitable for use 
should contain all vitamins and minerals considered to be essential in the daily diet 
(paragraph 001 9). Wilson teaches that a preferred infant formula comprises 460mg of 
calcium and 333mg of phosphorus and thus a calcium to phosphorus weight ratio of 
about 1 .4 and 160mg of sodium which is about 6.96mmol of sodium and 650mg of 
potassium which is about 16.62mmol of potassium, and thus an Na/K ratio of about 
0.4mmol (paragraph 0020). 

Regarding the formula as containing a probiotic as recited in claim 1 , wherein the 
probiotic is Bifidobaceria as recited in claims 3 and 6, and/or wherein the probiotic is 
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Lactobacillus as recited in claims 3 and 6, preferably Lactobacillus paracasei 
rhamnosus GG, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to include the probiotics Bifidobaceria and Lactobacillus 
paracasei rhamnosus GG in the composition of Kuslys in view of Hoey in order to form 
an infant formula which aids in the prevention and treatment of disorders of the 
gastrointestinal tract as taught by Hoey, thus promoting better infantile health. 

Regarding the formula as comprising a calcium/phosphorus weight ratio ranging 
between 1 .4 and 3 and an Na/K ratio of around 0.4mmol, it would have been obvious to 
one of ordinary skill in the art for the infant formula as taught by Kuslys to comprise a 
calcium to phosphorus weight ratio of about 1 .4 and a Na/K ratio of about 0.4mmol in 
view of Wilson. One of ordinary skill in the art would have been motivated to use the 
calcium to phosphorus weight ratio and the Ma/K molar ratio as taught by Wilson, as 
Wilson teaches that the ratios provide for a preferred infant formula, and as the infant 
formula composition of Wilson contain all the vitamins and minerals considered to be 
essential to the daily diet and as Kuslys teaches that the infant formula may comprise 
ingredients so that it is nutritionally complete (page 6 lines 32-35). Furthermore, to 
include and vary the amount of nutrients would have been obvious and routine 
determination to one of ordinary skill in the art based on the nutritional effect of the final 
food product. 

Claims 4 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kuslys et al (WO 01/22837) in view of Van Hoey-De-Boer et al (EP 0904784 A1) and 
Wilson (US 2003/0060445 A1), further in view of the combination of Holm, Finn (Gut 
Health November 2001 pages 1-28) and Ishibashi et al (Bifidobacteria: their significance 
in human intestinal health Mai J Nutr 3, pages 149-159, 1997). 

Kuslys in view of Hoey teaches of an infant formula comprising probiotic 
Bifidobacterium longum and Lactobacillus paracasei rhamnosus GG, as discussed 
above. 

Kuslys is silent to the bifodobacteria longum as the BB536 strain as recited in 
claims 4 and 7. 
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Holm teaches probiotic foods improve the gut microbiota and through this human 
health (page 4). Holm teaches that there are a limited number of commercially 
available probiotics, including Lactobacillus paracasei rhamnosus GG (L. Rhamnosus 
GG) and Bifidobacterium Longum consisting of BB 536 (B. Longum BB 536) and SBT- 
2928 (page 14). Holm teaches that the knowledge of health benefits of probiotics is 
increasing rapidly and that (L. Rhamnosus) was known to assist in the modulation of the 
immune system and B. longum was known to have anti tumor properties (pages 15-16). 

Ishibashi et el (Ishibashi) teaches that the number of bifidobacteria in bottle fed 
infants is lower than that in breast fed infants (page 1 50). Ishibashi teaches that infants 
administered B. longum BB536 has enhanced early colonization of bifidobacteria and 
formation of bifidobacteria flora, accompanied by reduction of nectrotizing enterocolitis 
and other intestinal tract infections (page 153). 

Regarding the bifodobacteria longum as the BB536 strain, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made for the B. 
longum as taught by Kuslys in view of Hoey to be either BB536 or SBT-2928 as the 
strands of probiotics which are commercially available for foods is limited and that is the 
selection for B. longum as taught by Holms. One would have been further motivated for 
the B. longum to be BB536 in order to form a product which would enhance the early 
colonization of bifidobacteria and formation of bifidobacteria flora in the infant and 
promote a reduction of nectrotizing enterocolitis and other intestinal tract infections as 
taught by Ishibashi. 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kuslys et 
al (WO 01/22837) in view of Van Hoey-De-Boer et al (EP 0904784 A1) and Wilson (US 
2003/0060445 A1 ), further in view of Kratky et al (EP 01 048226 A1 ). 

Kuslys teaches of an infant formula comprising a source of sweet whey protein 
wherein the proteins are not hydrolyzed or are hydrolysed, as discussed above. 

Kuslys is silent to the protein as partially hydrolysed as recited in claim 9. 

Kratky et al (Kratky) teaches of an infant formula (abstract) comprising a source 
of lipids comprising fish oil (paragraph 0024), a source of carbohydrates (paragraph 
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0023), and a source of sweet whey protein from which the casino-glyco-macropeptide 

(CGMP) has been removed (paragraph 0017) wherein the protein is less than 

2g/1 OOkcal, including at about 1 .8g/1 OOkcal (paragraph 0028). Kratky teaches that the 

protein fraction can be hydrolyzed or partially hydrolysised, i.e. less hydrolyzed, in order 

to prevent allergic reactions in infants and make the protein easier to digest (paragraph 

0018). 

Regarding the protein as partially hydrolyzed, it would have been obvious to one 
of ordinary skill in the art at the time the invention was made to partially hydrolyze the 
protein of the infant formula of Kuslys in order for the protein to be more allergenic 
friendly and easier to digest as taught by Kratky. 

Claims 1-3, 5, 6, 9-14, and 22-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kratky et al (EP 01 048226 A1 ) in view of Van Hoey-De-Boer et al 
(EP 0904784 A1) and Wilson (US 2003/0060445 A1). 

Kratky et al (Kratky) teaches of an infant formula (abstract) comprising a source 
of lipids comprising fish oil (paragraph 0024) which includes the Long Chain 
Polyunsaturated Fatty Acid (LC-PUFA) comprising docosahexaenoic acid (DHA), a 
source of carbohydrates (paragraph 0023), a source of sweet whey protein which is 
modified by the removal of the casino-glyco-macropeptide (CGMP) (paragraph 0017) 
wherein the protein is less than 2g/1 OOkcal, including at about 1.8g/1 OOkcal (paragraph 
0028), other beneficial substances so that it contains adequate nutrients to sustain 
healthy human life (paragraphs 0027 and 0032), water, and salts which when combined 
with water formed electrolytes, including sodium, calcium, magnesium, chloride, and 
potassium (paragraphs 0030 and 0032). Kratky teaches that the protein comprises 
about 97-98.5% whey protein (paragraph 0009). Kratky teaches that the protein can be 
less hydrolyzed, thus teaching that the protein is partially hydrolyzed (paragraph 0018). 

Kratky is silent to the formula as containing a probiotic as recited in claim 1 , 
wherein the probiotic is Bifidobaceria as recited in claims 3 and 6, and/or wherein the 
probiotic is Lactobacillus as recited in claims 3 and 6, preferably Lactobacillus paracasei 
rhamnosus GG as recited in claim 5, to the formula as comprising a 
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calcium/phosphorus weight ratio ranging between 1 .4 and 3 as recited in claim 1 , and 
an Na/K ratio of around 0.4mmol as recited in claim 14. 

Van Hoey-De-Boer et al (Hoey) teaches that an infant formula with health 
promoting action is formed with probiotics Bifidobacterium including Bifidobacterium 
Longum (B. longum) and a Lactobacillus strain including Lactobacillus rhamnosus GG 
(Lactobacillus paracasei rhamnosus GG) (abstract and paragraphs 0004, 0005, 0014, 
and 001 8). Hoey teaches that the preparation aids in the prevention and treatment of 
disorders of the gastrointestinal tract (paragraph 0001). 

Wilson teaches of a nutritional composition for inclusion in infant formulas 
(abstract and paragraph 001 8). Wilson teaches that infant formulas suitable for use 
should contain all vitamins and minerals considered to be essential in the daily diet 
(paragraph 001 9). Wilson teaches that a preferred infant formula comprises 460mg of 
calcium and 333mg of phosphorus and thus a calcium to phosphorus weight ratio of 
about 1 .4 and 160mg of sodium which is about 6.96mmol of sodium and 650mg of 
potassium which is about 16.62mmol of potassium, and thus an Na/K ratio of about 
0.4mmol (paragraph 0020). 

Regarding the formula as containing a probiotic as recited in claim 1 , wherein the 
probiotic is Bifidobaceria as recited in claims 3 and 6, and/or wherein the probiotic is 
Lactobacillus as recited in claims 3 and 6, preferably Lactobacillus paracasei 
rhamnosus GG, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to include the probiotics Bifidobaceria and Lactobacillus 
paracasei rhamnosus GG in the composition of Kratky in view of Hoey in order to form 
an infant formula which aids in the prevention and treatment of disorders of the 
gastrointestinal tract as taught by Hoey, thus promoting better infantile health. 

Regarding the formula as comprising a calcium/phosphorus weight ratio ranging 
between 1 .4 and 3 and an Na/K ratio of around 0.4mmol, it would have been obvious to 
one of ordinary skill in the art for the infant formula as taught by Kratky to comprise a 
calcium to phosphorus weight ratio of about 1 .4 and a Na/K ratio of about 0.4mmol in 
view of Wilson. One of ordinary skill in the art would have been motivated to use the 
calcium to phosphorus weight ratio and the Ma/K molar ratio as taught by Wilson, as 
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Wilson teaches that the ratios provide for a preferred infant formula, and as the infant 
formula composition of Wilson contain all the vitamins and minerals considered to be 
essential to the daily diet and as Kratky teaches that the infant formula may comprise 
ingredients so that it is nutritionally complete (paragraphs 0027 and 0030). Furthermore, 
to include and vary the amount of nutrients would have been obvious and routine 
determination to one of ordinary skill in the art based on the nutritional effect of the final 
food product. 

Claims 4 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kratky et al (EP 01048226 A1) in view of Van Hoey-De-Boer et al (EP 0904784 A1) and 
Wilson (US 2003/0060445 A1), further in view of the combination of Holm, Finn (Gut 
Health November 2001 pages 1-28) and Ishibashi et al (Bifidobacteria: their significance 
in human intestinal health Mai J Nutr 3, pages 149-159, 1997). 

Kratky in view of Hoey teaches of an infant formula comprising probiotic 
Bifidobacterium longum and Lactobacillus paracasei rhamnosus GG, as discussed 
above. 

Kratky is silent to the bifodobacteria longum as the BB536 strain as recited in 
claims 4 and 7. 

Holm teaches probiotic foods improve the gut microbiota and through this human 
health (page 4). Holm teaches that there are a limited number of commercially 
available probiotics, including Lactobacillus paracasei rhamnosus GG (L. Rhamnosus 
GG) and Bifidobacterium Longum consisting of BB 536 (B. Longum BB 536) and SBT- 
2928 (page 14). Holm teaches that the knowledge of health benefits of probiotics is 
increasing rapidly and that (L. Rhamnosus) was known to assist in the modulation of the 
immune system and B. longum was known to have anti tumor properties (pages 15-16). 

Ishibashi et el (Ishibashi) teaches that the number of bifidobacteria in bottle fed 
infants is lower than that in breast fed infants (page 150). Ishibashi teaches that infants 
administered B. longum BB536 has enhanced early colonization of bifidobacteria and 
formation of bifidobacteria flora, accompanied by reduction of nectrotizing enterocolitis 
and other intestinal tract infections (page 153). 
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Regarding the bifodobacteria longum as the BB536 strain, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made for the B. 
longum as taught by Kratky in view of Hoey to be either BB536 or SBT-2928 as the 
strands of probiotics which are commercially available for foods is limited and that is the 
selection for B. longum as taught by Holms. One would have been further motivated for 
the B. longum to be BB536 in order to form a product which would enhance the early 
colonization of bifidobacteria and formation of bifidobacteria flora in the infant and 
promote a reduction of nectrotizing enterocolitis and other intestinal tract infections as 
taught by Ishibashi. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

The provisional obvious-type double patenting rejection of claims 1-7, 10-14, and 
22-25 as being unpatentable over claims 1 , 6-13, 20 of copending Application No. 
10/564,805 ('805) as amended March 2, 2009 in view of Wilson (US 2003/0060445 A1) 
has been withdrawn in the advisory action mailed March 14, 201 1 in light of applicant's 
affidavit filled March 4, 2011. 

The provisional obvious-type double patenting rejection of claim 8 as being 
unpatentable over claims 1, 6-13, 20 of copending Application No. 10/564,805 ('805) as 
amended March 2, 2009 in view of Wilson (US 2003/0060445 A1), further in view of 
Kuslys et al (WO 01/22837) has been withdrawn in the advisory action mailed March 
14, 2011 in light of applicant's affidavit filled March 4, 2011. 

The provisional obvious-type double patenting rejection of claim 9 as being 
unpatentable over claims 1 , 6-13, 20 of copending Application No. 10/564,805 ('805) as 
amended March 2, 2009 in view of Wilson (US 2003/0060445 A1) further in view of 
Kratky et al (EP 01048226 A1) has been withdrawn in the advisory action mailed March 
14, 2011 in light of applicant's affidavit filled March 4, 2011. 

Response to Arguments 

Applicant's arguments in the remarks and declaration filed March 4, 201 1 and 
entered in the RCE filed March 22, 201 1 have been considered but are not convincing. 

Applicant's arguments regarding the prior art rejections have been considered 
but are not convincing. Applicant argues that hindsight has been utilized and there is no 
motivation to combine the cited references as the references as the references are 
directed towards unrelated products with completely different objectives. Applicant's 
argument is not convincing as it must be recognized that any judgment on obviousness 
is in a sense necessarily a reconstruction based upon hindsight reasoning. But so long 
as it takes into account only knowledge which was within the level of ordinary skill at the 
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time the claimed invention was made, and does not include knowledge gleaned only 
from the applicant's disclosure, such a reconstruction is proper; See In re McLaughlin, 
443 F.2d 1392, 170 USPQ 209 (CCPA 1971); The references, the examiner recognizes 
that obviousness can only be established by combining or modifying the teachings of 
the prior art to produce the claimed invention where there is some teaching, suggestion, 
or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071 , 5 
USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992); In this case, motivation for combining the references has clearly been 
provided in the rejection; and finally it has been held that a prior art reference must 
either be in the field of applicant's endeavor or, if not, then be reasonably pertinent to 
the particular problem with which the applicant was concerned, in order to be relied 
upon as a basis for rejection of the claimed invention; See In re Oetiker, 977 F.2d 1443, 
24 USPQ2d 1443 (Fed. Cir. 1992); In this case, all the references are directed toward 
nutritional compositions and inclusion of components within infant formulas, which is 
within the field of applicant's endeavor. 

Applicant argues in the remarks and declaration that there is a synergistic effect 
from the combination of at least 40% modified sweet whey protein and probiotics which 
provide for certain unexpected and surprising beneficial effects. Applicant supports this 
argument with references to the specification and exhibits 1 -3. Applicant's argument is 
not convincing as (1) the evidence compares the conventional formulas to conventional 
formulas with added probiotics; the evidence is not commensurate in scope with the 
claims and/or does not compare the closest prior art of record; (2) while the evidence 
indicates health promoting action when probiotics are added to infant formulas this 
result does not demonstrate a synergistic effect as there is no correlation or comparison 
done with the infant formulas at a range of whey protein contents; and thus the 
evidence does not support applicant's argument; (3) in fact, exhibit 2 shows improved 
health benefits when using probiotics added to infant formula containing only 30% 
casein, which is below the instantly claimed range of at least 40% casein, and thus the 
evidence is contrary to applicant's argument- showing a health benefit even when 
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casein is below the instantly claimed range; and (4) while the evidence indicates health 
promoting action when probiotics are added to infant formulas this result does not 
demonstrate surprising and unexpected effects; probiotics where known to generate 
bifidobacterium which was known to provide for health benefits, such as shown by Van 
Hoey-De-Boer and Ishibashi et al (previously cited on the 892 mailed December 14, 
2009); and thus the evidence does not support applicant's argument. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KELLY BEKKER whose telephone number is (571)272- 
2739. The examiner can normally be reached on Monday through Friday 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Tarazano can be reached on (571) 272-1515. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kelly Bekker/ 
Primary Examiner 
Art Unit 1781 



